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Homep pecc'rpaunmoro nocginuenns UA/10060/01/01 crpox uit peec'rpauli‘moro HOCBIHHEHHA HGOGML}KOHH %

Cepis Jlikapeskoro 3acoly Ne BT'1592'9'1' - Kinskicrs BBe3eHOro mxapcmcoro 3acoﬁy 261 00

Bupobuuk _baite Bitrephens [mo6X, HimeuunHa - e
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Aara/dac:
IHCNeKuinHum noT:

Baliep BiTTepdenba MMBX
KOHTPOb SIKOCTI,
06803, Bitrepthensa- BonbgdeH

Ceptudikat aHanisy

Ctop. 113 1
[aTa 28-11-2023

MaTepian: 87615979
Baw maTepiarn:

Homep cepil: BT19291
Nata supobunursa: 02-08-2023
TepMiH anﬂaTHOCTi::_ 31-08-2026

3 marepiany. 85914251
Cepia: BT18KU1
_ lHCneKuiAHn7 noT: 040002689316

TecT

dopma BUNYCKY

‘MapkysaHHS 3 OOHIel CMOPOHU
®opma

Konip

be3 NOCTOPOHHIX BKIMKOYEHb
[0eHmucdbikayis

BEPX, Y®-cnekmp

| BEPX, 4ac ympuMaHHS

CepepHs maca Tabnetkn
OdHopidHicmb Macu (€ep. Dapm.)

KinbkicHul emicm

1 OdHopidHIcMmb 003Y8aHHS!

JTopamaouH

AV (n=10)

AV (n=30)

MiHIManbHe 3Ha4yeHHs
MakcumarnbHe 3Ha4YeHHs

PO3YUHEHHSA

Uepea 45 x8. 6 okpemMux 0QUHUUL MIHIMYM
Uepes 45 xs. 12 okpemux 0OUHUUL MIHIMYM
Uepes 45 x8. 12 okpemux 00UHUUb CepeoHe.
3HaYeHHS

YUepes 45 x8. 24 okpemi 0OOUHUUI MIHIMYM
Hepes 45 x8. 24 okpemi 00UHULUI cepeoHe
3HaYeHHS _
Yepes 45 x8. 24 okpemi 0uHuui iHOusidyanbHi
3HAYeHHS

HdeanopamaduH
Howmiwku B (€8p. Qamak.)
ByOu-siki HecrneyuidHi npodykmu posnacdy

|1 Cyma npoaykTiB po3naay

MikpobionozgiyHa yucmoma.

| 3aranbHe uncno aepoBHUX MIKPOOPraHi3MIB

(TAMC)
3aranbHe YUCNOo ARDKAKOBUX Ta NNiCeHeBUX

| rpvis (TYMC)

Escherichia coli

EnexTponHunit nignuc: Dr. Frank Wormstaedt (BTWOR)
2023-11-27 01:36:25 p.m. CET ( UTC + 1 hour )

040002723575

| Makcumym 0,5 %

' Makcumym 100 KYO/r

KJIAPHTI/IH@, TabsieTky o 10 mr

Kpaina: --
Homep nocTasku. --

KAPUTVIH MIAH TABI TP | IHCTPYKLiA TECTYBaHHS:
P.5.2.01-4
CneuudikaLlis:
. L P.5.1.02-1
Bumoru cneuudpikauil PesynbTaTt

TabneTkn TabneTtkn

Pucka Pucka

OanbHa OBanbHa

Bin 6inoro ao maike 6inoro | Binuu

MoBUHHO BignoBigaTw Binnosigae

TToBMHHO BiANOBIAATA Bignosigae

[loBUHHO BianoBiaaT! Bignosinae
195 -105 mr 101

MoBWHHO BignoBiAaTA Bianosinae
195-105% 100.7

Makc. 15 % 3.3

make. 15 % -

MiH. 75 % -

Make. 125 % -

MiHiMym 90 % 95

miHimym 70 % 1-

MiHiMym 85 % 1=

MiHiMyMm 60 % |-

MiHiMym 85 %

MiHIMYM 22 okpemi 0OanHUL

He meHwe 70 %

Makcumym 0,1 %
Makcumym 0,2 %
Maxkcumym 0,1 %

‘Makcumym 1000 KYO/T

He BusBneHo B 1T

BigcytHiB 1T

[laHa cepis Bignosinae cneuudikauii i supobneHa 3 BpaxysaHHAM sumor €C-GMP ana nikapcbKux 3acobiB Ta BuMmOT,
3aTBEPAKEHNX B pEECTpaLifiHOMY AOCkE npenapaTty. JoKyMeHT Ha peanisauito nignucannii Y noBHOBAXKEHOH ocoboi0.




T e e e e L e o o o T e T = i S Ty amle e =

oaicTepi

CEPTU®IKAT CEPIi

KJIAPUTUH®

Cuna ail / akTuBHICTB: KpaiHa BupoGHuK: Hime4dnHa

JlopataguH - 10 Mr |
KpaiHa imnopTrep: YkpaiHa

dopma BUNYCKY: TabreTku PeecTtpauiniHe ceigourso MO3 Ykpaitn Ne:

UA/10060/01/01

Posmip i Tun nakysanus: N0 10 TabneTok B )
Harta supo6Huyrea: 02-08-2023

Cepisa Ne: BT19291 o
Tepmid npugaTHocTi: 31-08-2026
Poamip cepii: 26100 yn.

Banep Birrepdensg 'M6X . o ]
Anpeca: OpTiTaiinb Mpennin, CetinracTtep LLocce 1, 06803 BiTrepdenbi-BonbdeH, Hime4y4ynHa.
Homep niyensii Ha Bupo6HuurBo: DE_ST_01_MIA_2023_0014/604.41501.A.14

Pesynbtaty aHanisis gogarorbca B Ceprudikari AHaniay.

KomeHTapi:

A TUM camuM CTBEPAXKYIO, LLO BUlliesasHadeHa iHhopmaLis JOCTOBIpHE | TO4HA. NaHa cepis npoaykTy byna supobneka,
BKIIOYAI0UUN YNAKOBKY | KOHTPOSb SIKOCTI Ha 3a3HaveHill A4inbHuUUi B nosHiiA sianosigHocti 3 Bumoramn GMP MicUeBuX
PerynatopHux opraHis Ta PeecTpauiiHoMy nOCBiAYEHHIO KpailHu - iMnopvepa, AKLIO NPOAYKT IMNOPTYETBCA, YU

cneuudikauii Ha Jlikapcbkuit saciB. TpoTokonu BupoBHWLTBa Ccepil, ynakoBkn i KOHTpOMW AKOCTI nepernaHyTi i

BianosinatoTe Bumoram GMP.

Dr. Frank Wormstadt
YnoBHOoBa¥eHa ocoba

Bayer Bitterfeld GmbH




Bayer Bitterfeld
GmbH Page: 1T of 3
Quality Unit Date: 2023-11-28
06803 Bitterfeld-Wolfen ,.

Certificate of Analysis

Material: 87615979 CLARITIN 10MG TABL BLI 10 UA

Batch: BT19291 Country: ---
Date of manufacture: 2023-08-02 Delivery number: ---
Expiry date: 2026-08-31

From material: - 85914251 CLARITIN MYLAN TABL TR ;
Batch: BT18KU1 Insp. instruction: P.5.2.01-4

Inspection lot: 040002689316 Specification: ~ P.5.1.02- 1

| Inspection Acceptance criterion | UoM Result
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Formulation tablet tablet
Markings tablet Score | score
Form | oval | oval
Colour | white to off-white | white
free from foreign matter must comply complies
Identity (HPLC, UV-spectrum) must comply complies
Identity (HPLC, retention time) must comply complies
Average weight tablet 95 - 105 mg 101
Uniformity of mass (Ph.Eur.) must comply | complies
Assay 95.0 - 105.0 % 100.7
Unif.o0.dos.,accept.value(n=10),Loratadin max. 15.0 % |33
Unif.0.dos.,accept.value(n=30),Loratadin | max. 15.0 %
Unif.0.dos., min.(based on M),Loratadin | min. 75.0 | %
Unif.o0.dos.,; max.(based on M),Loratadin . max. 125.0 %

Dissolution aft.45min,6. s.units minimum | min. 90 | %
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Bayer Bitterfeld
GmbH Page: 2 of 3
Quality Unit Date: 2023-11-28
06803 Bitterfeld-Wolfen

Material: 87615979 CLARITIN 10MG TABL BLI 10 UA

Certificate of Analysis

Batch: BT19291 Country: ---
Date of manufacture: 2023-08-02 Delivery humber; ---
Expiry date: 2026-08-31

| From material: 85914251 CLARITIN MYLAN TABL TR
Batch: BT18KU1 Insp. instruction: P.5.2.01-4

Inspection lot: - 040002689316 - Specification: P.5.1.02 -1

"1 Inspection Acceptance criterion | UoM Result

Dissolution aft.45min,12 s.units minimum min. 70 %
Dissolution aft.45min,12 s.units average | min. 85 | %
Dissolution after 45min, 24 s.u. minimum | min. 60 | %
Dissolution aft.45min,24 s.units average min. 85 %
Dissol.af.45min,24 s.u.numb.o.sing.val. min.22 s.u. in min.70%
Desloratadin max. 0.1 % <=0.1
Impurity B (Ph.Eur.) max. 0.2 % z= 0.1
Any unspecified degradation product max. 0.1 % <=10.1
Sum of all degradation products max. 0.5 % <= 0.1
Microb.purity total aerobic microb.count max. 1000 CFUl/g | <=10

Microb.purity total yeasts/moulds count “max. 100 CFU/g <= 10

Microb.purity Escherichia coli Absencein1g ' not detectablein 1 g

This batch complies with the specification and is manufactured in accordance with EC Guide to GMP for Medicinal
Products and the requirement laid down in the product license.

The release documentation is signed by the Qualified Person.

Batch release electronically signed: Dr. Frank Wormstaedt BTWOR) I$5[ . . qaw



Bayer Bitterfeld

GmbH

Quality Unit

06803 Bitterfeld-Wolfen

Certificate of Analysis

Page: 3 of 3
Date: 2023-11-28

Material: 87615979

CLARITIN 10MG TABL BLI 10 UA

Batch: BT19291
Date of manufacture: 2023-08-02

Expiry date: 2026-08-31

Country: ---
Delivery number: ---
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Date/time:
Inspection lot:

2023-11-27 01:36:25 p.m. CET (UTC + 1 hour)

040002723575
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Bayer Bitterfeld GmbH
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Strength/Potency: Manufacturer country: Germany
Loratadine — 10 mg

Dosage form: tablets Importing country: Ukraine

Package size and type: blister No. 10 Marketing authorization number: UA/10060/01/01
Batch number: BT19291 Date of manufacturing: 2023-08-02

Batch size: 26100 packs Expiry date: 2026-08-31

Address: Ortsteil Greppin, Salegaster Chaussee 1, 06803 Bitterfeld-Wolfen, Geitary-

Manufacturing authorization number: DE_ST_01_MIA_2023_0014/604.41501.A.14.

C{)Inments' - -
I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality conttol at the above mentioned site(s) in
full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Registration Dossier or Marketing Authorization of the manufacturer country
ot importing country, if product was imported, or product. specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records weteseyjewed and found
to be in compliance yAth GMP. LA &S

Dr. Fradk Weips
Qualified Person
Bayer Bitterfeld GmbE



